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To Whom It May Concern: 

The attached comments refer to MQSA Guidance Document $4. 
Under Quality Control (QC) - 

kammographic unit includes “All tests in 900.12(e)(2) (e)(5) 
General, in the table on p.11, it says that a Survey of a 

’ I note in particular that 
900.12(e)@)(viii) is Uniformity of screen speed, so this Guidance Document#!4 states that 
uniformity of screen speed is part of mammographic unit test. This is contrary to previous written 
communications I have had with FDAKDRH, which stated that Uniformity of screen speed was 
NOT part of a mammographic unit test; Uniformity of screen speed is only included in a facility 
survey, not a unit survey. The table on p.11 should be changed to exclude Uniformity of screen 
speed from a requirement of a Survey of a mammographic unit. 
2. I found it pretty confusing, on p. 8 it says that in addition to contact configuration, all 
configurations (i.e. grid, nongrid, . . .) must be tested by the physicist for AEC OD uniformity 2-6 cm. 
Whereas on p. 16 it conflicts by saying that the physicist does NOT have to test configurations 
other than contact. Which is it, is testing all configurations for AEC OD 2-6 cm required, or not? 
I think I figured it out, that p. 8 refers to physicist equipment evaluations after install or repair (must 
test AEC all configurations), whereas p. 16 refers to the annual physicist facility survey (must test 
AEC only in contact). It surely is confusing reading. If my interpretation is correct, then I would 
suggest that the Guidance be modified, so p. 8 specifies that all configurations need NOT be 
tested during annual physicist survey, and p. 16 should include reference to p. 8, wherein 
equipment evaluations following install or repair DO require all configurations be tested. 
Professionally speaking, it is not clear to me that leaving the test for AEC in all configurations out of 
the annual physicist survey (as on p. 16) will improve the quality of mammography. 

Sincerely, 

p&Ham, 
.,“ 

Paul H. Brown, Ph.D. 
., Medical Physicist, 

Assoc. Prof. Diagnostic Radiology 
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